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Claims 1-18 are presented for examination. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim18 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 18 is indefinite as to the expression "formulations of table 1". A claim has 
to be self-explanatory and cannot rely on a table in the specification. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-18 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

Laties et al. (U.S. Patent 5,122,522) in view of Gwon et al. (U.S Patent 6,164,282) and 

Swaya (U.S. Patent 5,888,493). 
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Laties et al. Teach the use of pirenzepine for the treatment of myopia. See 
claims 1-3. The primary reference differs from the claimed invention in the presence of 
cellulose derivatives and other ingredients such as benzalkonium chloride claimed in 
claim 8. Gwon et al teach the addition methyl cellulose and the components claimed in 
claim 8 to the pirenzepine as old. See column 5 lines 35-50. Sawaya teaches that 
cellulose derivatives at the claimed viscosity have been previously used in ophthalmic 
aqueous gel formulation. See the abstract and claims 1-12. The addition of ophthalmic 
active ingredients to such gel composition is also taught by the above reference. See 
column 4, lines45-68 and column 5, lines 1-12. It would have been obvious to a person 
skilled in the art to incorporate cellulose derivative at the claimed viscosity into the 
teachings of the primary reference, considering that the secondary references teach the 
addition of cellulose derivative to pirenzepine as old, and also the preparation of 
cellulose derivatives at the claimed concentrations and viscosity in ophthalmic 
formulation as old. 

One skilled in the art would have been motivated to combine the teachings of 
the above references, since one relates to the use of pirenzepine for the treatment of 
myopia and the other two relate to the use of cellulose in ophthalmic formulation in 
general, and in combination with pirenzepine specifically. The above references in 
combination make clear that pirenzepine has been previously uses for the treatment of 
myopia. Such references also make clear that the addition of cellulose derivatives at the 
claimed viscosity to ophthalmic formulations as old and well known. The sterilization or 
autoclaving pharmaceutical formulations are considered to be within the skill of the 
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artisan. To use different containers such as tubes for administration of ophthalmic 
formulation is also considered as old and well known. Applicant has presented no 
evidence to establish the unexpected or unobvious nature of the claimed invention, and 
as such, claims 1-18 are properly rejected under 35 U.S.C. 103. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Zohreh Fay whose telephone number is (571) 272-0573. 
The examiner can normally be reached on 9:30-6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman Page can be reached on (571 ) 272-0602. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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